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DETAILED ACTION 
Claim Objections 

Claim6 objected to because of the following informalities: "the penetrating 
device" at the end of line 2 should be changed to "the penetrating element". 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 13-16 and 19-32 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 13 recites the limitation "the wall" in line 5. There is insufficient antecedent 
basis for this limitation in the claim. 

Claim 19 recites the limitation "the first access location" in line 5, as well as "the 
second access location" in line 7. There is insufficient antecedent basis for this 
limitation in the claim. 

Claim 29 recites the limitation "the wall" in lines 4 and 5. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-9 are rejected under 35 U.S.C. 102(e) as being anticipated by Wolf et 
al. (US Patent No. 6,694,983). Wolf discloses a method for forming a second access 
penetration in a wall of a body lumen having a first access penetration in said wall, said 
method comprising: introducing a penetrating device (Fig. 9a, 228) inwardly through the 
first access penetration into the body lumen (Fig. 9b discloses that where 228 has 
entered the lumen at AW is the first access penetration); positioning a penetrating 
element of the penetrating device at a target site in the lumen (Fig. 9b discloses that the 
penetrating element (228) when in the lumen CA is positioned at the target site in the 
wall AW); and advancing the penetrating element outwardly through the wall of the 
lumen and overlying tissue to form the second access penetration (Fig. 9b discloses 
that the penetrating element (228) is being advanced outwardly through the wall of the 
lumen (AW) and into the overlying tissue to form the second access penetration). 

In reference to claim 2, Wolf discloses that introducing the penetrating device 
comprises introducing a catheter having a lumen therethrough to the target site and 
pushing the penetrating device from the catheter, wherein the penetrating element 
deflects laterally so that it passes through the wall as it is advanced (Fig. 8c discloses 
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that a catheter (200) can be used to introduce the penetrating device (208) to the target 
site (In Fig. 8c where it penetrates AW) and then push the penetrating device from the 
catheter and deflecting laterally so it passes through the wall as it is advanced). 

In reference to claim 3, Wolf discloses rotating the penetrating device to aim the 
penetrating element prior to pushing the penetrating device from the catheter (col. 13, 
lines 12-16 disclose that the catheter is turned prior to the penetrating element being 
pushed through the catheter/penetrating device in order to aim the penetrating 
element). 

In reference to claim 4, Wolf discloses a radiopaque viewing marker on the 
penetrating device to determine when the penetrating device is properly aimed (col. 21, 
lines 8-10). 

In reference to claim 5, Wolf discloses anchoring a portion of the catheter when 
the penetrating device is pushed from the catheter (col. 3, lines 45-47). 

In reference to claim 6, Wolf discloses that the penetrating device comprises a 
guide tube (Fig. 8e, 220) having a lumen therethrough and the penetrating element 
within the lumen (208), further comprising removing the penetrating element from the 
guide tube after the second access penetration has been formed (Fig. 8f), whereby the 
guide tube lumen provides a path between the first access penetration and the second 
access penetration. 

In reference to claim 7, Wolf discloses passing a guidewire through the lumen of 
the guide tube and withdrawing the guide tube to leave the guidewire in place (col. 13, 
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lines 59-61 disclose that a guidewire passes through the lumen of a guide tube and the 
guide tube is removed leaving the guidewire in place. 

In reference to claims 8 and 9, Wolf discloses that the body lumen is a blood 
vessel, specifically an artery (abstract). 

Claim 10 is rejected under 35 U.S.C. 102(e) as being anticipated by Wolf et al. 
(US Patent No. 6,694,983). Wolf discloses a method for positioning a guidewire in a 
body lumen, said method comprising: positioning a guide tube between a first access 
penetration and a second access penetration into the body lumen (Fig. 9b discloses 
positioning the guide tube (228) between a first access penetration and a second 
access penetration into the body lumen); passing a guidewire through the guide tube 
(Fig. 9c discloses that the guidewire (208) is passed through the lumen in the guide , 
tube (228) and the guide tube is retracted leaving the guidewire in place. Also see col. 
13, lines 52-55) and withdrawing the guide tube to leave the guidewire in place (Fig. 9c). 

In reference to claims 1 1 and 12, Wolf discloses that the body lumen is a blood 
vessel, and specifically is an artery (see abstract). 

In reference to claim 17, Wolf discloses that at least one device (Fig. 11e, 220 a 
shunt/device) is introduced over the guidewire through one of the first and second 
access penetrations after the guide tube has been withdrawn. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wolf et 

al. (US Patent No. 6,694,983) in view of Flaherty et al. (US Patent No. 6,375,615). Wolf 

discloses the method substantially as claimed except for a second device being 

introduced over the guidewire simultaneously through the other access penetration. 

Flaherty, however, discloses that a first and second device is introduced over the 

guidewire at each of the first and second access/crossing sites (col. 15, lines 23-30). 

Therefore it would have been obvious to one of ordinary skill in the art at the time of the 

invention to have modified Wolf with the second device being introduced over the 

guidewire from the other access site, as taught by Flaherty, as Wolfs device is perfectly 

capable of performing the method and it allows for greater accessibility to the site. 

Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Schell whose telephone number is (571) 272- 
7881. The examiner can normally be reached on Monday-Friday 9am-5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1 000. 
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